Dr.Reddy’s Qf:‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

'Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg

[Mpoayxr: Tencapran " H (ruapoxnopotuasua+renmucapran) tabnerkn 12,5 mr+80 mr

Market / Puinok : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab/ B
Cepus Ne : C0Pe) | Pa3mep cepun " 650000 Tab B
Analytical Report No. / . 890001826577 Date of Analysis / . 31/07/2025

AHadTHYEeCKHH oTyeT No * - JlaTta ananza )

Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027

Jara npoussoacTea ) T'onen no ) |
|Mfg. License No. / .

TponsBoscTReHmas . SO/RR/AP/97/F/R MA number: /Homep . 51 n0001632)-(PT-RU

Py )
JuHen3usa Ne

Analysis performed according ND / Anasnu3 npoBegen no HJI: JIII-Ne(001632)-(PT-RU)-040823

Page1of6/Crp.1u3 6

«KonnuectBeHHOe onpeaeneHue»).

kn |Test/Iloka3atenn Result / PesynbTaThl Specification / Hopma
Ne
Description / Omucanue |Oblong biconvex shaped uncoated bilayered |Oblong biconvex shaped uncoated bilayered
tablets having light pink layer on one side [tablets having light pink to pink layer on one
and white layer with possible pink patches |side and white to off white layer with
on the other side with ‘T” & ‘2’ debossed on |possible pink patches on the other side with
either side of break line. / OsanbHoli “T” & ‘2’ debossed on either side of break
(OpMBI, JBOSKOBBITYKIIbIC, AByXclOlHble  |line. / OBasnbHOM GOPMBI, JBOSKOBLITYKIIBIE,
TabNeTKH, OAMH CJI0H CBETIO-PO30BOI0 NBYXCIOHBIE TaONEeTKH, OUH CNON OT
BeTa, ApYyroi cioii Henoro uBera ¢ CBETJI0-PO30BOT0 10 PO30BOTO 1[BETA,
BO3MOXCHBIMU BKparJIeHUsIMU PO30BOTO JIpyroif cnoit ot 6enoro 10 mo4TH Heaoro
uBera. Ha Oenoli moBepXHOCTH TabNETOK  |[[BETA C BO3MOXHBIMU BKPAIUTCHHUAMHM
umeercs pucka u THCHeHUs «I» U «2» mo  |po3oBoro upera. Ha 6enoii moBepxHoCcTH
pa3HBIE CTOPOHBI OT Hee. TabneTOK MMEETCS prcka U TACHEHUS «T» 1
«2y O pa3HbIE CTOPOHBI OT Hee,

2 |Identification / The retention time of the main peaks in the |The retention times of the main peaks in the
Hnentudukanus chromatogram of the test solution chromatogram of test solution should
telmisartgn and correspond to that in the chromatogram of |correspond to those in the chromatogram of
hydrochlorothiazide / Telmisartan and Hydrochlorothiazide Telmisartan and Hydrochlorothiazide
TeJIMHCAPTAH H reference standards solution (section reference standards solution (section
THAPOXJOPOTHA3ZH/ "Assay"). / Bpemena ynepxusanusi "Assay"). /

OCHOBHBIX NMHUKOB HA XpOMAaTOrpamme BpemeHa ynep)xuBaHusi OCHOBHbBIX THKOB
HCIIBITYEMOTO PACTBOPa COOTBETCTBYIOT Ha XpOMAaTOrpaMMe HCIBITYEMOrO pacTBopa
BpEMEHaM YAEPKHBAHNSI OCHOBHbBIX MUKOB |[IOJDKHBI COOTBETCTBOBATH BPEeMEHAM

Ha XpoMaTorpaMMe pacTBOpa CTAaHJapTHBIX |YAEPKUBAHUS OCHOBHBIX THKOB Ha
06pa3ioB TenmycapTana u XpoMarorpaMMe pacTBOpa CTaHAAPTHBIX
THAPOXIIOPOTHAa3H A (pazien 00pa3loB TeNMHUCcapTaHa 1

rUApoOXJIopoTHaznaa (pazaen
«KonuuecTBEHHOE OTIpEIeNIEHHER).

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJT

-~

e

Conclusion : APPROVED /
’3a1cmoqeﬂne: OJOBPEHO

Prepared by / b Checked by / >2~_~ Approved by: Manager/Executive /

[Togrorosneno: ; ﬂpnmepemW Onobpero: Mex )S;D / PyKoBOZHTENb
, PA=

Date / ’ ) 20 | Date/ |-04 -0 62.5| Date/ =k =)

Jara: ) 5 [ 0% Hara: & JHara: ) o020 {
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Dr.Reddy’s ‘,‘o‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

'Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mpoaykr: Teacapran® H (rumpoxiopotuasua+renmucapran) Tabnetku 12,5 mr+80 mMr

Market / PeiHoxk : Russia / Poccust

Batch No./ ) Batch Quantity / _ 650000 tab / n
Cepust Ne + 2509260 Pa3mep cepuun " 650000 Tab

Analytical Repo;t No./ . 890001826577 Date of Analysis / . 31/07/2025
[AHaaATHYeCKHH oTUeT Ne JaTa anaju3a

Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027

JlaTa ripon3BoacTBa I'onen no

Mfg. License No. / .

TIpouzBosicTRenHasn . S9/RR/AP/97/F/R 1“,4;," number: /HoOMep . 11y 001632)-(PI-RU)

Junen3usa Ne

'Analysis performed according ND / Ananus nposenel; mo H: JITI-Ne(001632)-(PT-RU)-040823

Page2of 6/ Ctp.2 13 6

kn |Test/ IToxkazaTean
No

Result / Pe3yJIl>TaTbl_

Specification / Hopma

Disintegration time /
Pacuoagaemocth

08 min / 08 muH

Not more than 15 min/
He 6oee 15 muH.

Dissolution / PacTteopenne

Telmisartan / Unit-1/ Ta6mn.-1 | 96 % Not less than 75 % (Q) of the labeled
Tenmucapran Unit-2 / Tabn.-2 I 959% ernou.nt 7f Ci3H3oN4O; (Telmisartan) in
: 5 min.
Un%t-3 _Taon> S 0A> He menee 75 % (Q) OT HOMUHAIILHOTO
Un%t-4 /iliacn o 20 o coaepxanns CisHioNsO; (Tenmucapran)
Unit-5 / Tabin.-5 98% uepes 45 MUH.
Unit-6 / Tabn.-6 96 %
Hydrochlorothiazide / Unit-1/ Ta6in.-1 97 % Not less than 75 % (Q) of the labeled
IM'appoxnopoTtuazng Unit-2 / Ta6n.-2 95 % amount of C;HsCIN3O4S;
Unit-3 / Ta6n.-3 99 % (Hydrochlorothiazide) in 45 min. /
Unit-4 / Tabn.-4 97 % He menee 75 % (Q) OT HOMUHABHOTO
Unit-5 / Tabn.-5 94 % |conepxanust C7HsCIN3O4S;
 Unit-6/ Tabn.-6 98 %, l(mﬂpoxnopomasm) yepes 45 MuH.

5 |Impurities / IIpumecn
Telmisartan /
Tenmucaprad
Impurity A / [Tpumecs A |Below LOQ (LOQ = 0.003 %) / Huxe Not more than 0.20 % / He 6onee 0,20 %
npeaena KONMUUECTBEHHOTO ONpeaeneHNs
(TIKO = 0,003 %)
Impurity B / lpumecs B [0.01%/ 0,01% Not more than 0.20 % / He 6onee 0,20 %

Remarks : The Product confirms to ND/
[ pumedanue: [Ipoayxt coorBeTcTBYeT TpebosanusM HJ|

Conclusion : APPROVED /
kmwuenne: OJOBPEHO

Prepared by / Checked by / -"ﬂpproved by: Manager/Executive /
IToaroToBJNEHO: Hposepr Onobpeno: Menemiep / PykoBoautens
=
Date / N n | Date/ . o) &4 Date /
D520 2 I~eh- 2024 — -5
IaTa: 3 l 0% Hara: aTta: )%




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Npoaykr: Tencapran® H (ruapoxiopotuasua+teamucaptan) tTabnerku 12,5 mr+80 mMr
Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 650000 tab/
Cepust No 1E2507200 Pasmep cepun 650000 Tab B
Analytical Repourt No. / . 890001826577 Date of Analysis / . 31/07/2025
AHagdTHYECKHH 0TyeT Ne Harta anajnusa
Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027
|/laTa Mpou3BOACTBA I'open go
Mfg. License No. / MA number: / Home
IIpousBoacTBeHHAA : 59/RR/AP/97/F/R PY ) P JHI-Ne(001632)-(PT'-RU)
JuueH3ns Ne

[Analysis performed according ND / Ananns nposeaen mo HJI: JITI-Ne(001632)-(PT-RU)-040823

Page3of 6/Crp.3u3 6

kn
Ne

Test / ITokazaTean

Result / Pe3yabTaThl

Specification / Hopma

Impurity D / ITpumecs D

Impurity TMS1 /
ITpumecs TMSI1

Dimer acid impurity /
JUMepHOU KUCIIOTEI

Chloro analogue impurity /
XJnopo ananora

Any unspecified impurity /
Ennnuunas
HEUJCHTU(PULHPOBAHHASL
MpPUMECh

Total impurities /
|CymmMma npumMeceit

Hydrochlorothiazide /
I'nppoxnopoTuasua

Impurity A / [Ipumecs A
Impurity B / ITpumecs B

Impurity C / ITpumecs C

0.003%/ 0,003%

Not detected / He obHapyxeHa

Not detected / He o6HapyxKeHa

0.02%/ 0,02%

0.01%/ 0,01%

0.04%/ 0,04%

Not detected / He 0bHapy»x«eHa
0.04%/ 0,04%

0.05%/ 0,05%

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6osiee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He Gonee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 1.0 % / He 6onee 1,0 %

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.50 % / He 6onee 0,50 %

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanmsam HIJ

-

-

Conclusion : APPROVED /
3akmiouenue: OJJIOBPEHO

Prepared by / ' Checked by / >~ | Approved by: Manager/Executive /

INoAroTosieHO: HpnseperW Opnobpeno: i\dcx-tc:ﬁ-c\ep / PyxoBoguTenb
2= -

Date / (q‘o'\/&f Date / o3 2o) 5 | Date/ o 202 5
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Dr.Reddy’s “5.'

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mpoawkr: Tencapran” H (rugpoxmopornasua+renmucapran) Tabaerku 12,5 mr+80 mr

JuneH3usa Ne

Market / Peinok : Russia / Poccus

Batch No. / ) Batch Quantity / . 650000 tab / ]
Cepnst Ne 2509260 Pa3mep cepun 650000 Tab

Analyfical Report No./ . 59001876577 DateprEnalysisy . 31/07/2025

AHanuTHYeCKHIf oTyeT No JlaTa anan3za

Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027

_I[aTa TIPOH3BOJICTBA Togen o |
|Mfg. License No. / .

TponsBoacTEennas . S9/RR/AP/97/F/R 11‘,’[;,* number: /HomMep . ;11 vo001632)-(PT-RU)

|Analysis performed according ND / Anann3 nposened no HJI: JITI-Ne(001632)-(PT-RU)-040823

Paged4of 6/ Crp.4u36

kn |Test/Iloka3aTenn |Result / Pe3yabTaThi Specification / Hopma
Ne

Any unspecified impurity / | 0.01%/ 0,01% Not more than 0.20 % / He 6onee 0,20 %
E nunanunas
HeuJeHTH (UL POBaHHAS
pUMeCh
Total impurities / Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit 0.1%/ 0,1%

6 |Water content / 1.8%/1,8 % Not more than 6.0 % / He 6onee 6,0 %
ConepskaHne BOObI

7 |Uniformity of dosage units / OnHOpOJHOCTL JO3UPOBAHHBIX SAHHHI
Telmisartan / 2.7/2,7 The acceptance value (AV) should be less
Tenmucapran than or equal to 15.0 / [lokazaTtens

npuemieMocTd (AV) nomxeH ObITh He Gonee

Hydrochlorothiazide / 5.7/5,7 15,0
I'napoxnopoTuasuy N

8 |Microbiological purity* / Mukpo6uosornieckas uncrora*®
a) Total Aerobic Microbial |Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / O61ee yncao Menee 10 KOE/r He 6osnee 10* KOE/r
a3pOOHBIX MUKPO-
|OPraHu3MOB - -
b) Total Combined Yeast |Less than 10 CFU/g/ Not more than 10° CFU/g /
and moulds count / O61iee |Menee 10 KOE/r He 6onee 10> KOE/r
YHCIIO IPONOKEBBIX W
IIJIECHEBBIX TPUOOB -

Remarks : The Product confirms to ND/

M pumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusiM HJ|

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
o

Prepared by / Q§ Checked by / =" Approved by: Manager/Executive /
IToAroToBNEHO: T HpOBepeH%? > —""] Onobpeno: Menekep / PykoBoguTes
B \t‘: -_'_: )
Date / < | Date/ Date / '
~0VS ,.949_ s
JlaTa: 2‘ 0¥ Hara: Gl LOZ Jara: <)t — %7{




Dr.Reddy’s Qf-

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

‘Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Hpoaykr: Tencapran”™ H (ruapoxnopoTuasua+reamMucaptan) Tabnetku 12,5 mr+80 mr

Market / PeiHOK : Russia / Poccust

Batch No. / . Batch Quantity / . 650000 tab / o
|Cepnst No : €2509260 Pasvep cepu * 650000 Tab

Analytical Repo:'t No. / . 890001826577 Date of Analysis / . 31/07/2025
AHaaATHYecKkHif oTueT No JaTa aHanusa

Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027

JaTa ripoussoacTBa I'open oo

Mfg. License No. /
IIpouszBoacTBenHas
JIHIeH 3us No

: 59/RR/AP/97/F/R

|'PY

{MA number: / Homep

+ JITI-Ne(001632)-(PT-RU)

Analysis performed according ND / Anann3 nposenen no HI: JIII-Ne(001632)-(PI"-RU)-040823

PageS50f6/Crp.5u3 6

Test / Ilokazareanb

'Result / PesyapTaTh

Specification / Hopma

'c) Escherichia Coli

Absent in 1 gram /
OtcyTcTByeT B 1 T

Shall be absent in 1 gram /
OrcyrcTBUe B 1 1

9 |Assay / KonnyecTBeHHOe onpee/ieHne

Telmisartan /

80.8 mg /80,8 mr

76.0 mg to 84.0 mg of C33HioN4O;

YNaKOBKH

KapTOHH

yI0.

leaflet (package insert) in a carton. /
[To 7 Tabnerok B Guctepe us ([IBX/AI/ITA) donsru/amomunuesoit ¢onasru. [To 4
faucTepa BMECTE C HHCTPYKUHEH MO MPUMEHEHUIO (JINCTKOM-BKJIa[bILUEM) B TAUKY

Tenmucapran (Telmisartan) per tablet. /
Ot 76,0 Mr 1o 84,0 Mr C33H30N402
(TenmucapraH) B TabneTke.
Hydrochlorothiazide / 12.213 mg /12,213 mr 11.875 mg to 13.125 mg of C7HsCIN3O4S,
[MuapoxnopoTHasua (Hydrochlorothiazide) per tablet. /
Ot 11,875 MT OO0 13,125 MT C7H8C1N30482
- (rumpoxsiopoTrasui) B TabneTKe.
| 10 |Packaging / Onncanue |7 tablets in a (PVC/Al/PA) foil/aluminum foil blister. 4 blisters and a patient information

*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a year). The test can be absent in the Certificate
of Analysis / *ITpoBOIMTCS MPOU3BOAUTEIIEM TIPH BBIMYCKE IEPHOIHYECKH (C MHTEpBaIOM 0gHa cepust n3 20 nnu ve menee 1 pasa B ron).
IMoxasareas MOXeT GbITh HE BKTIOUEH B CepTH(HKAT aHanu3a GUpMeI.

| API name (INN) / Hydrochlorothiazide / Telmisartan/
Haumenosanne A©C (MHH): ['mapoxnoporuasun TeJ‘llelcai)T_a;H
API manufacturer batch number / 22050HC10RII ABRHO010470

Howmep cepun nponsBoantens ADC:

Remarks : The Product confirms to ND/

IIpumeuanue: [TpoaykT cooTBeTCTBYeT TpeboBaHuaM HJI

Conclusion : APPROVED /
3akmiouenune: OJJOBPEHO

-
Approved by: Manager/Executive /

Prepared by / Checked by / c.ﬁ*

ITonrotosneHo: [IposepeHo: (%it/al/ Onobpeno: Meneniep / PykoBoauTes
. -

Date / 0% —20w| Date/ 2 I~6D) - Qo2 Date/ . —w>5
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Dr.Reddy’s Q;‘."

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
IIpoaykr: Tencapran® H (ruapoxnopotuasui+renmucaptan) Tabnerku 12,5 mr+80 mr

Market / PoiHok : Russia / Poccus

Batch No. / : . Batch Quantity / 650000 tab/

Cepust Ne + €2509260 Pasmep cepuu 650000 Tab |
Analytical Report No. / . Date of Analysis / .

AHagdTHYecKHil oTyeT No * SRUIEE0 T JaTa anajmsa 301025

\Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027

JaTa nipou3BoacTBa ___|I'ogen mo -

Mfg. License No. / .

TIpon3BoaCTECHHAS : SO/RR/AP/97/F/R g‘}‘," number: /Homep . 1171 no001632)-(PT-RU)

laneH3us Ne

|Analysis performed according ND / Ananus nposenes no HJI: JITI-Ne(001632)-(PI'-RU)-040823

Page 60f 6/ Crp. 6136

' FP Manufacturer API Batch number /
Homep cepuu cy6cTaHunm
npouszsoautes I'JID:

FCQAO00032

FCSA00026

API Manufactured by & country /
IIpon3sogurens A®C, cTpana:

I[PCA Laboratories Limited, India /
Unka Jlaboparopus JIumuren, Unnns

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaunmenoBaHnue, agpec, THNEH3HA A5
IpousBoacTBeHHAas MomMAagKa /

Dr. Reddy’s Laboratories Ltd., India /
H-p Penau’c Jlaboparopuc Jitz.,
Wnnus

Survey No. 41, (Formulations Technical Operations - Unit-1II), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District., Bachupally (V),
Bachupally (M), Medchal - Malkajgiri (Dist.), Telangana State, India (license

No 59/RR/AP/97/F/R) /

VYuacrok Ne 41 (ITpoussoncrBennoe noapazaeneHue-II), bauynannu
Bunnamxk, bauynannu Mangan, Meguan Mankazxrupu JIUCTpPUKT,
Bauynannu (B), bBauynanu (M). Menuan-Mankamkrupu ([), wrat Tenanrana,

Wupaus (muuensus nomep S9/RR/AP/97/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian
Economic Union is established».

3aKk/0ueHde 0 COOTBETCTBHH: «HacTosimm s MoATBEPXKAat0, YTO NPUBEAEHHAs Bblile UHGOPMaUWs sBASETCS
JOCTOBEPHOM U TOYHOM. DTa cepust NMPOAYKUHH Mpou3Be/ieHa (BKIIO4as yNaKoOBKY (MapKMPOBKY) M KOHTPOJb
KauecTBa) Ha BblUleyKa3aHHOU mNpPOU3BOACTBEHHON TUTOMaAKe (TI0ILAagKaX) B IOJHOM COOTBETCTBUH C
TpeboBanusiMu [IpaBun Haanexanieil MpoOM3BOACTBEHHOH NPaKkTUKH EBpasMHCKOro 3KOHOMMWUECKOrO COHO3a H
TPeGOBaHUAMM KOHTPOJISl KAuecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBUM CO CNELUPHKALHUAMH,
COlEPKALIMMHUCS B PETHCTPALMOHHOM JOChE CTPaHbl-UMNOPTEPA. 3alUCH 110 IPOM3BOJACTBY, YIIAKOBKE U aHAIIU3Y
TPOBEPEHBI, U YCTAHOBIEHO UX COOTBETCTBHE TpebopanusM [IpaBun HaaneXalled MPOU3BOACTBEHHON MTPAKTHKH
EBpazuiickoro sSKOHOMHUHYECKOTO COMO3a».

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoayKkT cooTBeTcTBYeT TpedoBanusaM HJI

Conclusion : APPROVED /

3axmouenue: OJJOBPEHO
YA

,;\p proved by: Manager/Executive /

Prepared by / Checked by / S

[10ArOTOBNEHO: (AP Hponaepe#@{// OunobpeHo: Melgiiﬁep / PyxoBomuTens
| P

Date / | Date / ‘ Date / '
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